Background {#Sec1}
==========

Ankle sprains are one of the most common musculoskeletal injuries. Reported incidence rates range from 2.2 sprained ankles per 1,000 person-years in the United States of America \[[@CR1]\] to 5.3-7.0 sprained ankles per 1,000 person-years in Europe \[[@CR2],[@CR3]\]. Ankle injury rates are high in both sports and the general population \[[@CR4],[@CR5]\]. Of all the ankle injuries related to sports activities, 77% are ankle sprains \[[@CR6]\]. An ankle sprain can cause pain and other symptoms, including residual symptoms such as muscle weakness, swelling, stiffness, and ankle instability. Residual symptoms are reported by 3 to 59% of the patients 3 to 24 months after the initial injury \[[@CR7]-[@CR12]\]. Recurrences of ankle sprain are also frequently reported \[[@CR13]\].

Functional treatment including taping, bandaging and bracing of lateral ankle ligamentous sprains has been recommended instead of surgical repair and plaster cast or splint immobilisation since the early 1990s \[[@CR14]-[@CR17]\]. However, one study suggested that cast immobilisation might be more effective than functional treatment \[[@CR18]\]. Several systematic reviews were unable to determine the most effective functional treatment strategy for acute lateral ankle ligamentous sprains (ALALS) \[[@CR16],[@CR19]\]. ALALS are commonly treated with athletic ankle tape in primary care in the Netherlands. The guidelines of the Dutch College of General Practitioners for the treatment of ALALS recommends treatment consisting of immobilisation, compression, and elevation (ICE) during the first week, followed by ankle taping for six weeks \[[@CR20]\].

Several disadvantages of treatment with ankle tape are known. Ankle tape cannot be applied when swelling and oedema are still clearly present. Skin care before treatment is needed, and even then, irritation of the skin by the tape is common. Finally, tape stability decreases approximately 14% after 30 minutes of exercise \[[@CR21]\]. Compared to ankle tape, an ankle brace is easy to apply and to adjust by patients themselves. In addition, the risk of skin irritation is much lower, and ankle braces are reusable and washable. As an ankle brace seems to be more user friendly, it might also be more appropriate to treat ALALS. A soft brace is based on the principle of the functional tape bandage and it has been developed as an alternative to ankle tape treatment.

The purpose of this study was to compare the effects of four weeks of soft bracing or taping following ALALS on sprain recurrence rates and residual symptoms at one year. The incidences of ALALS recurrences and residual symptoms were expected to be similar in both treatment groups.

Methods {#Sec2}
=======

This study was a pragmatic, non-randomised controlled trial.

Participants and procedure {#Sec3}
--------------------------

Patients aged 18 years and older and diagnosed with an ALALS caused by an inversion trauma were recruited from 20 family practices, nine physical therapy practices, the emergency department of a regional hospital and a university hospital located in the central part of the Netherlands. Patients were recruited between May 2006 and October 2008. Those aged younger than 18 years old were excluded from this study.

Patients with a possible ALALS were referred to the Department of Sports Medicine as soon as possible. The research assistant contacted the patients by phone and conducted the first screening for inclusion and exclusion criteria (age, multiple trauma, complicated trauma, history of surgery) by means of a short standard questionnaire. If the patient was eligible for inclusion in this study, the research assistant allocated them to the brace or tape group based on the order of presentation. The research assistant was blinded for the severity, see [Appendix A](#Sec17){ref-type="sec"} of the inclusion injury, was not a medical expert, and was not responsible for determining the final eligibility of the patients. To check if the patients were indeed eligible for inclusion, a sports physician conducted a baseline assessment. The sports physician diagnosed an ALALS based on the following items: swelling of the injured ankle; any discoloration by haematoma; limited dorsiflexion in the injured ankle; clear tenderness at one or more anatomical locations related to the injured ankle; difference in the anterior drawer sign between the injured and contralateral ankle; and difference in the talar tilt test between the injured and contralateral ankle. Patients who had an ALALS caused by an eversion trauma, multiple trauma, or complicated trauma (including cartilage injuries, fractures and dislocation) or who had a history of ankle surgery were excluded. Patients diagnosed as having a mental illness or cognitive impairment were also excluded from this study. The medical ethics committee of the University Medical Centre Utrecht (UMCU) approved the protocol (protocol number 05/153). All participants gave written informed consent.

Interventions {#Sec4}
-------------

During the first five days after the ALALS, patients were treated with immobilisation, compression and elevation (ICE). As the diagnosis of an ALALS and inclusion were based on history and delayed physical examination at the UMC Utrecht \[[@CR22],[@CR23]\], the allocated intervention started as soon as possible but at least within 14 days after the initial trauma. Only in case of very severe ankle swelling the ICE treatment was continued and the allocated intervention was postponed for a few additional days. At initial treatment, no specific pain medication protocol was prescribed.

Intervention group {#Sec5}
------------------

The intervention group received instructions from the sports physician about using and applying the soft brace. The soft brace (Push® med Ankle Brace (Nea International bv)) \[[@CR24]\] is based on the principles of the functional tape bandage (Figure [1](#Fig1){ref-type="fig"}). Participants were instructed to wear the soft brace for four weeks, except for at night and when taking a shower.Figure 1**Push Med ankle brace.**

Control group {#Sec6}
-------------

The control group received usual care for ALALS for four weeks, which starts with ankle taping after ICE \[[@CR20]\]. The general practitioner, primary care assistant, physical therapist, or plaster technician applied the athletic tape bandage. The health care professional decided on the most appropriate application technique for the specific patient. Patients were instructed to wear the ankle tape for four weeks. In the Netherlands, it is common to wear a tape bandage for two weeks before refreshing \[[@CR20]\]. Two weeks after the first application the tape was refreshed by the healthcare professional. When necessary, due to the loss of stability or hygiene, the tape bandage in the control group was replaced earlier, by the same healthcare professional. After four weeks the ankle tape was removed and discontinued.

Data collection and outcomes {#Sec7}
----------------------------

Baseline data were obtained by the sports physicians and consisted of a clinical history and a physical examination of the ankle. All the sports physicians received standardised training for measuring outcomes. All participants were invited for a reassessment by one of the sports physicians one year after treatment allocation. This assessment included the same physical examination as at the baseline. In addition, participants were asked about re-injuries, current residual symptoms and pain, and the use of additional therapy or aids. The sports physicians could not be blinded to treatment allocation.

The primary outcome was the proportion of participants with a recurrence of ALALS within one year. A recurrence of ALALS was defined as a new inversion trauma of the same ankle, reported by the patient during a year following treatment allocation. To register the recurrences of ALALS participants filled in online questionnaires 5, 9, 13, 26, and 39 weeks after the initial injury. Participants had to answer the following questions: "Did you re-injure your ankle after the start of this study?" (answer: yes or no) and "What was the nature of the injury (response options: sprain, broken ankle, overuse injury, I don't know, other). Ankle fractures or overload of the affected ankle were not regarded as recurrences of ALALS.

The secondary outcome was the occurrence of residual symptoms. This included: (i) residual swelling (substantial/moderate/minimal/no), (ii) functional outcome (no limited dorsiflexion/injured ankle better than non-injured ankle/limited dorsiflexion), and (iii) passive and active stability assessed by the sports physician based on clinical interpretation. Passive stability was defined as ligament stability. The manual anterior ankle test as described by Van Dijk et al. \[[@CR25]\] and the talar tilt test were used to measure ligament stability. Active stability was defined as muscular stability while performing a one-leg stance test -- four variations of the one-leg stance test with an increasing difficulty were used to measure this type of stability \[[@CR26]\]. The four variations were: (i) eyes open, (ii) eyes closed, (iii) eyes closed and knee in 45 degrees flexion, (iv) eyes closed, knee in 45 degrees flexion and standing on forefoot \[[@CR26]\]. Both legs were tested barefoot. The time in seconds a participant could stand on one leg was measured. The score was then dichotomised with a 'successful' test recorded if the participant could perform the one-leg stance test for 15 seconds or more. Standing on one leg for less than 15 seconds meant that a patient had failed the one-leg stance test.

Pain in the ankle joint during walking, running, pivoting and jumping was reported by the patient. Participants were classified as having pain (yes/no) when they reported pain in the ankle joint during at least one of these activities. Although no specific pain medication protocol was prescribed in this study, participants were asked whether they did use pain medication or not. This was similar for manual therapy and physiotherapy.

Self-reported data on the compliance of wearing the soft brace or tape were collected once in the five-week online questionnaire.

Sample size {#Sec8}
-----------

The incidences of ALALS recurrences were expected to be similar in both treatment groups. However, a clinically worthwhile difference for interventions, (i.e. the difference or the ratio of the cumulative incidence of re-injury between the two treatments) was not available to use for an *a priori* sample size calculation. Thus, we aimed to include as many participants as possible in this study within a period of 30 months.

Statistical analyses {#Sec9}
--------------------

Baseline characteristics were described and compared using chi-square tests and independent sample *t*-test. The one year cumulative incidence of self-reported recurrence of ALALS and the prevalence of residual symptoms at one year for both treatment groups, and risk differences and relative risks (RR) with 95% confidence intervals were calculated using crosstabs with risk estimation. In addition, when comparing the risk for re-injury, Cox regression analysis (hazard ratio: HR) was also used, taking into account the time between initial injury and re-injury. In the analyses of self-reported recurrence of ALALS, all participants were included as specified by the allocation to the treatment groups (i.e. for this analysis, we used the intention to treat principle). In the analyses of residual symptoms all participants who were reassessed by a sports physician one year after the treatment allocation were included as specified by the allocation to the treatment groups. Participants who underwent no physical examination after one year of follow-up were excluded from the analyses of residual symptoms. For compliance, the RR was calculated using crosstabs with risk estimates. In case of baseline differences between the two groups, we planned multivariable regression analyses (logistic regression for the one year incidence and Cox regression) to adjust for potential confounders.

Data for all the respondents were analysed using the IBM SPSS statistical software package, version 18.0.

Results {#Sec10}
=======

A total of 164 patients were assessed for eligibility in this study (Figure [2](#Fig2){ref-type="fig"}). Seven patients were excluded due to the following reasons: age under 18 years (n = 3), ankle fracture (n = 2), treatment already started before treatment allocation (n = 1) and an eversion ankle sprain (n = 1). The age of the 157 included participants ranged from 18 to 64 years (mean 31.1 years); 88 participants (56%) were male. One hundred (64%) of the reported ALALS occurred during sports participation. On average, the allocated treatment started 6.1 days (SD 2.3) and 5.8 days (SD 2.0) after the initial injury in the brace and tape group, respectively. Baseline characteristics did not differ appreciably between the treatment groups (Table [1](#Tab1){ref-type="table"}).Figure 2**Trial profile.**Table 1**Comparison of demographic and baseline characteristics between groupsSoft bracing N = 77Taping N = 80*P-*** **value**Mean age in years (SD)30.7 (11.3)31.4 (12.0)*0.708*Time from injury to start of treatment, mean in days (SD)6.1 (2.3)5.8 (2.0)*0.467*Gender, male, n (%)41 (53.2)47 (58.8)*0.487*Sports participants^1^, n (%)66 (85.7)66 (83.3)*0.582*Injury severity^2^*0.110*- Mild, n (%)28 (36.4)17 (21.3)- Moderate, n (%)38 (49.4)48 (60.0)- Severe, n (%)11 (14.3)15 (18.8)Previous sprains of the injured ankle*0.178*- Yes, n (%)34 (44.2)24 (30.0)- No, n (%)32 (41.6)43 (53.8)- Unknown, n (%)11 (14.3)13 (16.3)*SD, Standard Deviation.*^*1*^ *Participating in sports in the week prior to the occurrence of the initial injury.*^*2*^ *For a detailed explanation of Injury severity, see* [*Appendix A*](#Sec17){ref-type="sec"} *.*

Additional therapy and the use of medication {#Sec11}
--------------------------------------------

A total of 57 participants (36%) visited a physical or manual therapist during the treatment period and one year follow-up after the initial trauma; of these, 30 were in the brace group (mean of 8 visits per participant) and 27 in the tape group (mean of 11 visits per participant). Thirty seven participants (24%) used some kind of medication; of these, 23 were in the brace group and 14 were in the tape group. No significant differences were found for the use of medication and additional therapy.

Re-injuries {#Sec12}
-----------

Within 52 weeks after the initial trauma, 13 of the 77 participants (17%) in the brace group compared to 11 of the 80 participants (14%) in the tape group reported a re-injury, corresponding to a risk difference of 3.1% (RR 1.2, 95% CI 0.6 to 2.6). Two participants (3%) in the brace group and no participants in the tape group reported a re-injury of the affected ankle within the treatment period of four weeks. Cox regression analysis showed a HR for self-reported ankle sprain recurrence within 52 weeks in the brace group compared to the tape group of 0.9 (95% CI 0.4 to 1.9).

Residual symptoms {#Sec13}
-----------------

Seventeen participants (11% of the total sample) were lost to follow-up and therefore did not have a physical examination after one year. Another 7 participants (4% of the total sample) were excluded from the analyses because of other ankle injuries (in total 9 and 15 respondents in the brace and tape group, respectively). The 24 participants (15% of the total sample) who were excluded from the residual symptoms analyses did not have different baseline characteristics to those included in the analyses.

One year after the initial ankle trauma, no differences between the groups were reported on swelling, functional outcome, active stability and pain (Table [2](#Tab2){ref-type="table"}). However, participants in the brace group showed poorer scores on the manual anterior ankle test, corresponding to a risk difference of 15.4% (RR 2.4, 95% CI 1.1 to 5.0).Table 2**Residual symptoms in ALALS participants after one year of follow-upSoft bracing N = 68** ^**1**^**Taping N = 65** ^**1**^**RR (95%CI)*P*** **-** ***value***Swelling, n (%)11(16.2)12(18.5)0.9 (0.4 to 1.8)*0.820*Functional outcome (limited flexion), n (%)20(29.4)18(27.7)1.1 (0.6 to 1.8)*0.850*Passive instability (anterior ankle test), n (%)20(29.4)8(12.3)2.4 (1.1 to 5.0)*0.019*Passive instability (talar tilt test), n (%)16(23.9)17(26.2)0.9 (0.5 to 1.6)*0.842*Active instability of injured ankle, n (%)Active instability with, n (%): - one leg stance, eyes open5(7.4)4(6.2)1.2 (0.3 to 4.3)*1.000* - one leg stance, eyes closed48(70.6)39(60.0)1.2 (0.9 to 1.5)*0.208* - one leg stance, eyes closed, with knee in 45° flexion50(73.5)44(67.7)1.1 (0.9 to 1.4)*0.568* - one leg stance, eyes closed, with knee in 45° flexion, standing on the forefoot68(100.0)65(100.0)1.0 (1.0 to 1.0)*1.000*Pain in the ankle joint during walking, running, pivoting and jumping, n (%)21(27.7)18(30.9)1.1 (0.7 to 1.9)*0.707*^*1*^ *17 participants underwent no physical exam after one year of follow-up and 7 participants were excluded from the analyses because of other ankle injuries (tape n = 15; brace n = 9).*

Compliance {#Sec14}
----------

A total of 81 participants (54%) completed their prescribed four weeks treatment as instructed; of those, 38 were in the brace group and 43 in the tape group. No difference in compliance between the treatment groups was found (RR 1.1, 95% CI 0.8 to 1.6). The main reason for not completing the four week treatment as instructed was skin irritation (39% in total; 27% in the brace group and 52% in the tape group).

Discussion {#Sec15}
==========

In our study comparing four-week treatment with a soft brace and ankle tape in participants with ALALS, the one-year incidence of re-injury was comparable in both groups with a risk difference of 3.1% (RR 1.2, 95% CI 0.6 to 2.8). The proportion of participants with re-injuries found in this study (15%) is similar to other studies \[[@CR13]\].

For passive stability (ligament stability), using the manual anterior ankle test, a difference between the two treatment groups was found at 52 weeks in favour of the tape group. Passive stability did not differ at baseline, but the test was often performed a couple of days after the initial ankle injury. Thus, it is unknown whether the difference in passive stability already existed before the start of this trial (and the initial ankle injury) or was related to the allocated treatment. In this study, the manual anterior ankle test and talar tilt test were used. The use of these manual tests is difficult to discuss because of their subjective nature, and the inability to produce reproducible and quantitative results \[[@CR27]\]. Both manual tests are, however, still frequently used to estimate ankle joint laxity. Several devices have been developed to objectively measure ankle joint laxity; for example, the dynamic anterior ankle tester (DAAT) \[[@CR28]\]. At the start of our study, the reliability of this device had been found to be high, but its validity needed further investigation \[[@CR29]\]. Furthermore, at the time of the study, the apparatus itself was not suitable for clinical practice \[[@CR28]\]. As the manual anterior ankle test and talar tilt test were frequently used in clinical practice, we chose to use these manual tests in this pragmatic trial.

Active stability, or muscular stability, did not differ after one year. Several earlier studies have demonstrated that passive or mechanical stability is related to active stability or functional stability \[[@CR30],[@CR31]\]. However, a recent study demonstrated the opposite \[[@CR32]\]. In 2002, Hertel developed a model of functional and mechanical insufficiency, which can be helpful in explaining the causative spectrum related to Chronic Ankle Instability (CAI) \[[@CR33]\]. In this model two subgroups are included, classified according to the presence of either mechanical instability or functional instability. When both mechanical and functional instability are present in a patient, a third subgroup of recurrent ankle sprains arises. In a recent study, Hiller et al. (2011) proposed a modification of the Hertel model for CAI. In the new model mechanical instability, perceived or functional instability, and recurrent ankle sprain can exist independently or in combination, with seven subgroups of patients now differentiated \[[@CR34]\]. The results of our trial seem to fit this latest model proposed by Hiller et al. However, it was not our purpose to evaluate the relationship between functional and mechanical ankle instability.

In the early 1990s, Twellaar et al. compared one of the first prototypes of the soft brace with ankle tape \[[@CR35]\]. After an average follow-up period of 2.3 years, tenderness at the lateral ligaments occurred more often after applying tape. They concluded that soft bracing might be preferred over ankle taping for practical reasons, with a lower risk for skin irritation being one of these. The results of our study showed that skin irritation was the main reason for not completing the prescribed treatment, especially in the tape group. The percentage of participants who were not compliant to the treatment was almost twice as high in the tape group compared to the brace group (52% to 27%).

Several studies have compared ankle braces with elastic wrapping or Tubigrip™ \[[@CR18],[@CR36],[@CR37]\]. In a recent review, Kemler et al. compared the effectiveness of ankle brace treatment with other functional treatment and classified the evidence for the effectiveness of ankle bracing on functional outcomes as strong \[[@CR16]\]. This result was based on studies from Boyce et al. \[[@CR37]\], Beynnon et al. \[[@CR36]\], Lamb et al. \[[@CR18]\], Karlsson et al. \[[@CR38]\] and Leanderson and Wredmark \[[@CR39]\]. The results of this review seem to contrast with our findings. However, the heterogeneity of these studies should be taken into account. For example, the studies had different follow-up periods, used other types of ankle braces, the ankle brace was compared with treatment methods other than tape, and different outcome measurements were used.

Several limitations of our pragmatic trial should be discussed. Firstly, different application techniques for ankle taping were used by the clinicians involved. The use of different application methods was, however, in line with usual care as described in the guideline of the Dutch College of General Practitioners. In all cases, the tape was applied by a health care professional using the most appropriate method for that patient. Secondly, for logistical reasons, the allocation of participants to the treatment groups was based on the order of presentation, and thus not on a formal randomisation scheme. The comparability of the two groups (Table [1](#Tab1){ref-type="table"}) clearly indicates that our allocation scheme resulted in groups with similar participant characteristics and therefore, similar prognosis. Thirdly, in this study an 'all complaints' definition of recurrent ankle sprains was used instead of a 'medical attention' or 'time-loss definition' \[[@CR40]\]. The data may be a good representation of the total burden of ALALS, but their validity may be suspect. Participants were required to judge and decide for themselves whether their new sprain was a re-injury according to the following definition: 'a re-injury is an ankle sprain (injury) to the same ankle'. As a re-injury was not assessed by a medical professional, no detailed information about the severity of these new injuries was available. Fourthly, an *a priori* sample size calculation was not performed. A post-hoc power analysis was not performed either because it is controversial regarding its risk of a "power approach paradox", whereby if a significant difference is not found and a post hoc power analysis is performed after the study, the study will automatically be found to be underpowered. However, it is possible that there is truly no significant difference between the two treatments (i.e. that both treatments are in fact equal to each other). Indeed, our findings indicate that the effects of both treatments are comparable. Although, the 95% confidence intervals are rather wide, so we cannot rule out that our study may have been underpowered and not able to identify smaller differences in treatment effects. Finally, the assessors in our study, the sports physicians, were not blinded to group assignment. The sports physicians had to instruct all participants about the allocated treatment method and had to apply the ankle brace if a participant was assigned to the brace group. We do not expect that this has influenced our results, but we cannot discount the possibility of ascertainment bias. The seven sports physicians who participated in this study were all independent and had no conflicts of interest. Furthermore, the primary outcome was self-reported by the participants.

Our results underline the considerations that both an ankle brace and ankle tape can be used in the treatment of ALALS in primary care. According to Kerkhoffs et al. \[[@CR41]\], a lace-up brace or a semi-rigid brace is preferable and recommended in the treatment of ALALS. However, in (professional) sports, the use of tape can also be considered \[[@CR41]\]. Van den Bekerom et al. \[[@CR42]\] also concluded that either tape, a semi-rigid ankle brace, or a lace-up brace can be used in functional treatment of ALALS.

Functional treatment (including tape, bandage or brace) of ALALS has been recommended instead of surgical repair and plaster cast or splint immobilisation since the early 1990s \[[@CR14]-[@CR17]\]. However, the discussion regarding the use of a short period of immobilisation, followed by functional treatment, exists again \[[@CR18],[@CR41]-[@CR43]\]. Additional research focusing on effectiveness of the treatment of ALALS needs to be conducted. In addition, while both the ankle brace and ankle tape can be used for ALALS treatment, an economic evaluation including treatment costs, medical costs and costs due to absence from paid work, unpaid work and school would provide more insight into the cost-related aspects of both treatments.

Conclusions {#Sec16}
===========

The results after one-year follow-up indicate that in participants with ALALS, treatment with a soft brace or ankle tape shows similar effects on the incidence of ALALS recurrence and on residual symptoms.

Appendix A {#Sec17}
==========

The injury severity score (range 0-6) was determined by the sports physician at baseline based on six items, scored as 1 when present and 0 when absent:swelling of the injured ankle;any discoloration by heamatoma;limited dorsiflexion in the injured ankle;clear tenderness at one or more anatomical locations related to the injured ankle;difference in the anterior drawer sign between the injured and contralateral ankle, and;difference in the talar tilt test between the injured and contralateral ankle.

Injury severity was based on the total score (0-6) in relation to the number of days between the onset of the initial trauma and assessment of the injury severity score, and was categorised as follows:Severe lateral ankle ligamentous sprain (score of 6 and physical exam at least four days after the injury).Moderate lateral ankle ligamentous sprain (score of 6 and physical exam on days one-three after the injury *OR* score of 5 or 4 and physical exam at least four days after the injury).Mild lateral ankle ligamentous sprain (all other combinations).
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